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initiated, and any available substan-
tiation of that date, or the date of an
exemption under subsection (j) of Sec-
tion 512 of the Federal Food, Drug, and
Cosmetic Act became effective for such
animal drug;

(B) The date on which a new animal
drug application (NADA) was initially
submitted and the NADA number; and

(C) The date on which the NADA was
approved;

(iii) For a patent claiming a veteri-
nary biological product:

(A) The date the authority to prepare
an experimental biological product
under the Virus-Serum-Toxin Act be-
came effective;

(B) The date an application for a 1li-
cense was submitted under the Virus-
Serum-Toxin Act; and

(C) The date the license issued;

(iv) For a patent claiming a food or
color additive:

(A) The date a major health or envi-
ronmental effects test on the additive
was initiated and any available sub-
stantiation of that date;

(B) The date on which a petition for
product approval under the Federal
Food, Drug and Cosmetic Act was ini-
tially submitted and the petition num-
ber; and

(C) The date on which the FDA pub-
lished a FEDERAL REGISTER notice list-
ing the additive for use;

(v) For a patent claiming a medical
device:

(A) The effective date of the inves-
tigational device exemption (IDE) and
the IDE number, if applicable, or the
date on which the applicant began the
first clinical investigation involving
the device, if no IDE was submitted,
and any available substantiation of
that date;

(B) The date on which the application
for product approval or notice of com-
pletion of a product development pro-
tocol under Section 515 of the Federal
Food, Drug and Cosmetic Act was ini-
tially submitted and the number of the
application; and

(C) The date on which the application
was approved or the protocol declared
to be completed;

(11) A brief description beginning on
a new page of the significant activities
undertaken by the marketing applicant
during the applicable regulatory re-
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view period with respect to the ap-
proved product and the significant
dates applicable to such activities;

(12) A statement beginning on a new
page that in the opinion of the appli-
cant the patent is eligible for the ex-
tension and a statement as to the
length of extension claimed, including
how the length of extension was deter-
mined;

(13) A statement that applicant ac-
knowledges a duty to disclose to the
Director of the United States Patent
and Trademark Office and the Sec-
retary of Health and Human Services
or the Secretary of Agriculture any in-
formation which is material to the de-
termination of entitlement to the ex-
tension sought (see §1.765);

(14) The prescribed fee for receiving
and acting upon the application for ex-
tension (see §1.20(j)); and

(15) The name, address, and telephone
number of the person to whom inquir-
ies and correspondence relating to the
application for patent term extension
are to be directed.

(b) The application under this section
must be accompanied by two additional
copies of such application (for a total
of three copies).

(c) If an application for extension of
patent term is informal under this sec-
tion, the Office will so notify the appli-
cant. The applicant has two months
from the mail date of the notice, or
such time as is set in the notice, within
which to correct the informality. Un-
less the notice indicates otherwise, this
time period may be extended under the
provisions of §1.136.

[64 FR 9394, Mar. 24, 1987, as amended at 54
FR 30380, July 20, 1989; 56 FR 65155, Dec. 13,
1991; 656 FR 54679, Sept. 8, 2000; 68 FR 14337,
Mar. 25, 2003]

§1.741 Complete application given a
filing date; petition procedure.

(a) The filing date of an application
for extension of a patent term is the
date on which a complete application
is received in the Office or filed pursu-
ant to the procedures set forth in §1.8
or §1.10. A complete application must
include:

(1) An identification of the approved
product;
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(2) An identification of each Federal
statute under which regulatory review
occurred;

(3) An identification of the patent for
which an extension is being sought;

(4) An identification of each claim of
the patent which claims the approved
product or a method of using or manu-
facturing the approved product;

(5) Sufficient information to enable
the Director to determine under sub-
sections (a) and (b) of 35 U.S.C. 156 the
eligibility of a patent for extension,
and the rights that will be derived from
the extension, and information to en-
able the Director and the Secretary of
Health and Human Services or the Sec-
retary of Agriculture to determine the
length of the regulatory review period;
and

(6) A brief description of the activi-
ties undertaken by the marketing ap-
plicant during the applicable regu-
latory review period with respect to
the approved product and the signifi-
cant dates applicable to such activi-
ties.

(b) If an application for extension of
patent term is incomplete under this
section, the Office will so notify the
applicant. If applicant requests review
of a notice that an application is in-
complete, or review of the filing date
accorded an application under this sec-
tion, applicant must file a petition pur-
suant to this paragraph accompanied
by the fee set forth in §1.17(f) within
two months of the mail date of the no-
tice that the application is incomplete,
or the notice according the filing date
complained of. Unless the notice indi-
cates otherwise, this time period may
be extended under the provisions of
§1.136.

[62 FR 9394, Mar. 24, 1987, as amended at 59
FR 54503, Oct. 22, 1993; 61 FR 64028, Dec. 3,
1996; 656 FR 54680, Sept. 8, 2000; 69 FR 56546,
Sept. 21, 2004]

§1.750 Determination of eligibility for
extension of patent term.

A determination as to whether a pat-
ent is eligible for extension may be
made by the Director solely on the
basis of the representations contained
in the application for extension filed in
compliance with §1.740 or §1.790. This
determination may be delegated to ap-
propriate Patent and Trademark Office
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officials and may be made at any time
before the certificate of extension is
issued. The Director or other appro-
priate officials may require from appli-
cant further information or make such
independent inquiries as desired before
a final determination is made on
whether a patent is eligible for exten-
sion. In an application for extension
filed in compliance with §1.740, a no-
tice will be mailed to applicant con-
taining the determination as to the eli-
gibility of the patent for extension and
the period of time of the extension, if
any. This notice shall constitute the
final determination as to the eligi-
bility and any period of extension of
the patent. A single request for recon-
sideration of a final determination
may be made if filed by the applicant
within such time as may be set in the
notice of final determination or, if no
time is set, within one month from the
date of the final determination. The
time periods set forth herein are sub-
ject to the provisions of §1.136.

[60 FR 25618, May 12, 1995]

§1.760 Interim extension of patent
term under 35 U.S.C. 156(e)(2).

An applicant who has filed a formal
application for extension in compliance
with §1.740 may request one or more in-
terim extensions for periods of up to
one year each pending a final deter-
mination on the application pursuant
to §1.750. Any such request should be
filed at least three months prior to the
expiration date of the patent. The Di-
rector may issue interim extensions,
without a request by the applicant, for
periods of up to one year each until a
final determination is made. The pat-
ent owner or agent will be notified
when an interim extension is granted
and notice of the extension will be pub-
lished in the Official Gacette of the
United States Patent and Trademark Of-
fice. The notice will be recorded in the
official file of the patent and will be
considered as part of the original pat-
ent. In no event will the interim exten-
sions granted under this section be
longer than the maximum period for
extension to which the applicant would
be eligible.

[656 FR 54680, Sept. 8, 2000]
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